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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 07 December 2005 . 
2a)D This action is FINAL. 2b)IE This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 1-48 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. . 

6) M Claim(s) 1-48 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 . 121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claims 1-48 are pending in the application and were examined on their merits. 

Applicant's arguments pertaining to the previous rejections are moot in light of 
the removal of those rejections and in light of the new rejections which follow. 

It is further noted that the previous rejection stated that only claims 1-47 were 
pending and rejected. However, inadvertently, only claims 40 and 48 were rejected in 
the action. Thus, a new rejection, which encompasses all of the pending claims follows. 

It is noted that the reference by Deane was published on the internet in 2000. 

It is noted that it does not appear that Applicant has disclosed the particulars of 
the claimed invention until the actual filing date of this application. Thus, for purposes of 
applying prior art, priority is only given to the actual filing date which is 3/30/04. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claim 48 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

The factors to be considered in determining whether undue experimentation is 
required are summarized In re Wands 858 F.2d 731 , 8 USPQ2nd 1400 (Fed. Cir, 1988). 
The court in Wands states: "Enablement is not precluded by the necessity for some 
experimentation such as routine screening. However, experimentation needed to 
practice the invention must not be undue experimentation. The key word is 'undue,' not 
■experimentation.' " (Wands, 8 USPQ2d 1404). Clearly, enablement of a claimed 
invention cannot be predicated on the basis of quantity of experimentation required to 
make or use the invention. "Whether undue experimentation is needed is not a single, 
simple factual determination, but rather is a conclusion reached by weighing many 
factual considerations." (Wands, 8 USPQ2d 1404). The factors to be considered in 
determining whether undue experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount or direction or guidance presented, (3) the 
presence or absence of working examples, (4) the nature of the invention, (5) the state 
of the prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. While all of these factors 
are considered, a sufficient amount for a prima facie case are discussed below. 
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Inventions targeted for human therapy bear a heavy responsibility to provide 
supporting evidence because of the unpredictability in biological responses to 
therapeutic treatments. The standard of enablement is higher for such inventions 
because effective treatments for disease conditions are relatively rare, and may be 
unbelievable in the absence of strong supporting evidence. Claims drawn to 
pharmaceutically acceptable compositions and to methods of administering compounds 
to humans generally require supporting evidence because of the unpredictability in 
biological responses to therapeutic treatments. 

In the Instant case, the specification provides no prophetic or working examples 
which would verifiably indicate that the composition would be effective for increasing the 
absorption across the intestinal mucosa, the skin and pulmonary alveoli of a subject. 

The state of the art is unpredictable. The state of the art reflects that there are 
not even any preliminary studies regarding olive oil or olive kernel oil on these types of 
ailments. Thus, the skilled artisan would not need to just repeat Applicant's work, but 
would be required to determine if the composition works commensurate with the claims 
through tedious trial and error protocols involving time consuming, expensive collection 
of in-vitro and clinical data to ascertain any effectiveness of the composition on 
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increasing the absorption across the intestinal mucosa, the skin or pulmonary alveoli of 
a subject. 

In re Fisher, 427 F.2d 833, 166 USPQ 18 (CCPA 1970), held that 
"Inventor should be allowed to dominate future patentable inventions of 
others where those inventions were based in some way on his teachings, since 
such improvements while unobvious from his teachings, are still within his 
contribution, since improvement was made possible by his work; however, he 
must not be permitted to achieve this dominance by claims which are insufficiently 
supported and, hence, not in compliance with first paragraph of 35 U.S.C. 112; 
that paragraph requires that scope of claims must bear a reasonable correlation to 
scope of enablement provided by specification to persons of ordinary skill in the 
art; in cases involving predictable factors, such as mechanical or electrical 
elements, a single embodiment provides broad enablement in the sense that, once 
imagined, other embodiments can be made without difficulty and their 
performance characteristics predicted by resort to known scientific law; in cases 
involving unpredictable factors, such as most chemical reactions and physiological 
activity, scope of enablement varies inversely with degree of unpredictability of 
factors involved." 
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The instant specification provides no working examples and no guidance that 
would permit and artisan to practice the invention commensurate with the scope of the 
instant claims. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



Claims 1-46 are rejected under 35 U.S.C. 102(b) as being anticipated by Deane 
(2000). 

"[Ejven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product 
does not depend on its method of production. If the product in the product-by-process 
claim is the same as or obvious from a product of the prior art, the claim is unpatentable 
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even though the prior product was made by a different process." In re Thorpe, 777 F.2d 
695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985) (citations omitted) 

The Instant claims are directed toward a hydrocarbon solvent extract of olive 
kernels which is microfiltered and wherein the organic solvent is evaporated. Pre- 
processing steps (e.g., wherein the oil is compressed from the olive, harvesting , 
washing and drying) do not lend any material weight to the final product. 

Deane (2000) taught that "Pomace oil is produced from the olive pits, skins and 
pulp left over from the pressing process. The oil is removed with steam, hexane or 
other solvents. It is an edible product, perfectly healthful and is used where taste isn't 
important - such as when frying. It is common for restaurants or commercial kitchens to 
use this type of oil ... " (p. 4). 

It is deemed that pomace oil is so substantially similar to the product as claimed 
that no discernable differences could be made. Although Applicant has microfiltered the 
oil, it is deemed that the removal of micro-impurities does not render the claims 
patentable over the prior art. Further, although the prior art did not teach removal of the 
solvent, it is accepted that pomace oil does not contain solvent because it is used as a 
food/food additive (hexane is always removed from food products as it is harmful to 
humans). 
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Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-47 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Deane (2000). 

Where the claimed and prior art products are identical or substantially identical in 
structure or composition, or are produced by identical or substantially identical 
processes, a prima facie case of either anticipation or obviousness has been 
established. In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When 
the PTO shows a sound basis for believing that the products of the applicant and the 
prior art are the same, the applicant has the burden of showing that they are not." In re 
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Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the 
prima facie case can be rebutted by evidence showing that the prior art products do not 
necessarily possess the characteristics of the claimed product. In re Best, 562 F.2d at 
1255, 195 USPQ at 433. See also Titanium Metals Corp. v. Banner, 778 F.2d 775, 227 
USPQ 773 (Fed. Cir. 1985) 

In the Instant case, it has been deemed that the composition in the claims, and 
the composition as disclosed in the prior art are the same, or so similar that no 
discernable differences can be made. Thus, the ordinary artisan would have had a 
reasonable expectation that the pomace oil as disclosed by Dean would have 
possessed the same, or very similar water, oleic acid and organic solvent 
concentrations. 

No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia Leith whose telephone number is (571) 272- 
0968. The examiner can normally be reached on Monday - Thursday 8 :30a m-5 :00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Primary Examiner 
Art Unit 1655 



March 06, 2006 



